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(57) Abstract: Apparatus (10) for inserting intraocular lenses (lOLs) into eyes are disclosed. The apparatus comprises an insertion 
tube (11), and-an injector rod (19) having a distal lip (34) capable of engaging an intraocular lens (26). A guide assembly (42) is 
provided to direct the distal tip of the rod radially outwardly as it moves distally through the insertion tube. The radial movement of 
the tip is controlled such that the tip contacts a proximal edge, rather than a fold, of the lOL. The tip exerts little or no pressure on the 
bottom wall (37) of the lOL cartridge, with any incidental pressure varying as the tip moves distally. In one embodiment, the guide 
assembly also includes a component for allowing the tip to return upward after contacting the lOL, thus decreasing or eliminating 
the pressure on the wall as the rod tip continues through a narrower diameter exit portion of the cartridge. Methods for inserting an 
lOL into an eye using such apparatus are also disclosed and are within the scope of the present invention. 
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lOL INSERTION APPARATUS AND METHOD FOR PRBPAIiATORY USE OF SAME 



Background of the Invention 

The present invention relates to apparatus and methods 
for inserting an intraocular lens through a small incision 
into an eye. More particularly, the invention relates to 
such apparatus and methods wherein insertion of the lens is 
5 accomplished with minimum potential for damage to the lens . 

An intraocular lens (lOL) is implanted in the eye, for 
example, as a replacement for the natural crystalline lens 
after cataract surgery or to alter the optical properties 
of (provide vision correction to) an eye in which the 

10 natural lens remains- lOLs often include an optic, and 
preferably at least one flexible fixation member or haptic, 
which extends from the optic and becomes affixed in the eye 
to secure the lens in position. The optic normally 
includes an optically clear lens. Implantation of such 

15 lOLs into the eye often involves making an incision in the 
eye. Making the incision as small as possible reduces 
trauma and speeds healing. 

lOLs are known which are foldable (deformable) so that 
the lOL can be inserted into the eye through an incision 

20 smaller than the diameter of the lens. 

Some of the most generally accepted insertion 
apparatus employ a hollow insertion tube having a diameter 
which permits the folded lOL to pass freely through the 
tube without permanent deformation. In these generally 

25 accepted apparatus, the insertion t\ibe is held in a 
handpiece which is coupled to a plunger rod. The plunger 
rod is moved distally through the insertion tube to urge 
the lOL to pass through the tube and into the eye. 

Several disadvantages are apparent in such insertion 

30 devices. For example, pushing, without trapping or 



BNSDOCID: <WO 03077805A1_L> 



wo 03/077805 



PCT/US03/07712 



holding, the lOL through and out of the hollow space 
defined by the tube can cause the lOL to be released from 
the insertion device without precise control, so that the 
released IGL may damage the eye and/or may be mispositioned 
in the eye. In addition, the rod may scratch and/or even 
tear the optic. Alternatively, the trailing haptic may 
become wedged between the rod and the pliinger tip, 
resulting in permanent deformation of the haptic. 

Various plunger tip configurations have been devised 
to minimize the potential for scratching and/ or tearing the ' 
optic of an lOL. in U.S. Pat. No. 5,735,858, for instance, 
Makker et al. disclose a tip formed of an elastomeric 
silicone polymer composition which is softer and more 
elastic than the plunger rod. The tip has a distally 
tapered configuration which allows the tip to enter a fold 
of the folded lOL more effectively and efficiently than 
prior art tips, and to become held or trapped by the folded 
lOL. This allows the lOL to be carried and/ or pulled, 
rather than pushed, by the rod/tip combination, giving a 
surgeon more control of the movement of the lOL through the 
hollow passage of the insertion tube and the release of the 
lOL into the eye. Also, because the proximal end of the 
tip can have a relatively large cross-sectional area, the 
rod itself can have a reduced cross -sectional area, thus 
minimizing the tendency of the rod to damage the lens. 

The soft- tip plunger disclosed by Makker et al. is 
particularly suitable for use with lOLs having optics made 
of elastomeric silicone polymeric materials. In recent 
years, however, lenses having optics made of acrylic-based 
polymeric materials have increased in popularity,, partly 
due to their tendency to regain their original 
configuration relatively slowly after being inserted in an 
eye in a folded condition. This delayed unfolding allows 
the surgeon more time to properly position the lOL in the 
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eye after insertion so that controlled release of the lOLs 
from the inserter is somewhat less important. 

lOLs having optics made of acrylic-based material are 
more susceptible to scratching and other types of damage 
5 than lOLs having optics made of silicon-based materials. 
In addition, acrylic materials tend to be more adherent, 
which increases the likelihood that a folded lens will 
stick to the a wall of the injector tube bore, allowing the 
plunger tip to advance without advancing the lOL. As a 

10 result, even when very soft tip materials are used, 
insertion apparatus of the type disclosed by Makker at al , , 
which introduce at least a portion of the tip into a fold 
of the folded lOL, are less appropriate for use with 
acrylic lenses than with silicone lenses. Still another 

15 disadvantage of acrylic lOLs is their decreased flexibility 
relative to silicon lOLs. Because acrylic lOLs can not be 
folded as compactly as silicon lOLs, injectors for acrylic 
lOLs must be provided with larger diameter bores. The 
larger bores require larger diameter tips, which in turn 

20 require larger incisions in the patient's eye. 

U.S. Pat. No. 6,010,510 to Brown et al . discloses an 
injector designed to optimize performance with soft acrylic 
lOLs. Specifically, the plunger of the Brown et al. 
injector has a blunt, rounded tip offset from the 

25 centerline of the plunger tod. The offset tip assures that 
the tip is biased downward against the bottom of the 
cartridge bore, thus exerting constant pressure against the 
wall of the bore. This arrangement helps prevent the tip 
from riding up over the lOL and being folded within the 

30 lOL. 

A potential disadvantage of the plunger design 
disclosed by Brown et al . is that the constant pressure 
exerted on the wall of the bore by the tip of the plunger 
results in frictional forces which the surgeon must 
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overcome by exerting more opposing force on the plimger 
than would be required if there were a clearance between 
the plunger tip and the wall. The possibility of damage to 
the lOL, the wall of the cartridge, or even the lOL 
recipient ' s eye may be increased as a result of this 

additional force. 

It would therefore be advantageous to provide lOL 
insertion apparatus and methods . which facilitate the 
insertion of the lOL in the eye in an easy, effective and 
controlled manner while avoiding damage to the lOL and 
undue trauma to the patient. 

ffiiTimairv of the I nvention 

New apparatus for inserting lOLs and methods for 
inserting lOLs have. been discovered. The present apparatus 
and methods address one or more of the concerns of the 
prior art systems, such as those noted above. The present 
apparatus enable the surgeon to advance the plunger of an 
insertion apparatus through the passage of a closed lOL 
cartridge with minimal force, thus reducing the risk of 
damaging the lOL, the lOL cartridge, or the recipient's 
eye The present invention is straightforward, easy to 
produce and practice, and involves little or no 
modification of surgical techniques. In other words, 
surgeons need not learn a different surgical procedure for 
inserting an lOL into the eye, nor does the lOL need to be 
modified to accommodate the present apparatus and methods. 

In one broad aspect, the present invention comprises 
apparatus for inserting lOLs into an eye which include a 
tube, such as an insertion tube or cartridge, defining a 
hollow passage, for example, through at least a portion of 
which a folded IQL can be moved. This tube has an ejection 
port or opening, preferably at the distal end of the tube. 
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from which the lOL is passed for insertion into an eye. An 
injector rod is also included and is longitudinally or 
axially movable within the hollow passage of the tube. The 
distal segment of the rod is adapted to urge the folded lOL 
distally through the passage, for example, by contacting 
the folded lOL as the distal segment of the rod passes 
distally in the passage. A guide assembly is provided for 
directing the distal segment of the rod radially outwardly, 
toward the bottom of hollow passage, as it progresses along 
the tube. This deflection of the tip of the rod toward the 
bottom of the passage ensures that the rod contacts a 
proximal edge, rather than a fold, of the folded lOL, thus 
reducing the likelihood that the tip will bypass or damage 
the lOL, and allowing less volume inside the cartridge. 
Further, the guide assembly allows a certain amount of 
«play" so that the rod tip makes minimal, if any, initial 
contact with the passage wall, and exerts little or no 

pressure on the wall . 

In one embodiment, the guide assembly comprises a 
20 projection, such as a guide pin depending from an inner 
wall of the injector handpiece and cooperating with an 
outer surface of the injector rod to direct the distal tip 
of the rod radially outwardly. In a particularly useful 
embodiment, at least a portion of the proximal end of the 
25 rod is tapered to allow the tip to rise gradually after 
contacting the proximal edge of the lOL. This prevents the 
tip from scraping the bottom edge wall of the injector 
cartridge, and is especially desirable in cases where the 
cartridge has a distally tapered ejection port. 

In another broad aspect of the invention, a method of 
preparing an lOL for insertion into an eye is provided. 
The method comprises the steps of: 

placing an intraocular lens in a folded condition in 
an insertion apparatus having a tube defining a 



30 
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hollow passage having an ejection opening, and 
an injector rod longitudinally movable within 
the hollow portion of the, tube, the injector rod 
having a distal tip; 
advancing the injector rod distally and radially 

outwardly toward a wall of the hollow passage' to 
allow the distal tip of the injector rod to 
contact a proximal edge of the folded 
intraocular lens ; and 
continuing to advance the injector rod distally to 
urge the folded intraocular lens . toward the 
ejection opening of the apparatus. 
The step of continuing to advance the injector rod 
distally may also include a step of allowing the tip of the 
rod to return upwardly, away from the wall of the hollow 
passage, after contacting the proximal edge of the lOL. 

insertion apparatus as disclosed elsewhere herein are 
particularly useful in practicing the present methods. 

These and other aspects of the present invention will 
become apparent in the following detailed description and 
claims, particularly when considered in conjunction wxth 
the accompanying drawings in which like parts bear like 
reference numerals. 

ft J'^ef Dejseriptior of the Drawings 

Fig. 1 is a side perspective view of an insertion 
apparatus in accordance with the present invention. 

Fig. 2 is a perspective view of an injection cartridge 
shown in an open position. 

Fig. 3 is an enlarged. fragmentary side cross -sectional 
view of the distal portion of a prior art insertion 
apparatus; 
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Fig. 4 is an enlarged fragmentary side cross-sectional 
view of the distal portion of an apparatus in accordance 
with the present invention, showing the injector rod prior 
to contact with a folded lOL. 
5 Fig. 5 is an enlarged fragmentary side cross-sectional 

view of the distal portion of the apparatus in accordance 
with a preferred embodiment of the present invention, 
showing the injector rod after contacting the folded lOL. 
Fig. 6 is an enlarged fragmentary side cross -sectional 
10 view showing a guide assembly accordance with an alternate 
embodiment of the present invention. 

Detailed Description of the Prefe rred Embodiments 

3_5 Fig. 1 illustrates an lOL insertion apparatus, shown 

generally as 10. The apparatus 10 comprises body or 
handpiece 21, and a folding cartridge 13 including a 
forward tube 11 having an ejector port 12 at its distal 
end. The handpiece 21 of injection apparatus 10 is an 
20 integrally formed unit. Folding cartridge 13 has folding 
leaves 14 and 15 which extend through opening 17 in the 
outer wall of the handpiece 21. Proximal end portion 18 
can be sized to completely and closely encompass plunger 19 
of injector rod-plunger assembly 30, which has a plunger 
25 cap 20 affixed to its proximal end. 

Fig. 2 shows lens cartridge 13 in greater detail. The 
cartridge 13 includes forward tube 11, an entry port 22, 
and a loading area 24 consisting of folding members 27 and 
28. An lOL 26 is placed in an unfolded state on folding 
30 members 27 and 2 8 using suitable means such as forceps (not 
shown) . Hinged folding leaves 14 and 15 are moved 
together, folding the flexible lOL 26 in half, before the 
cartridge 13 is inserted into the opening 17 of the 
injector handpiece 21. 
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A prior art insertion apparatus 10' is shown in Fig. 
3. The apparatus 10' includes plunger 19' mounted for 
longitudinal movement in bore 32.' of handpiece 21'. 
Plunger 19' has a distal tip 34', the diameter of which 
typically measures around .085". The diameter of the 
loading portion of passage 36' through the folded lens 
cartridge 13' is approximately .1", leaving aclearance c-c 
of about .015" between the bottom surface of the plunger 
tip 34' and the bottom wall 37' of passage 36' at entry 
port 22'. Clearance c-c remains substantially constant as 
the plunger tip 34' advances through loading area 24' and 
gradually decreases as the plunger continues through a 
tapered transition portion 38' leading to the forward tube 
11 ' of the cartridge 13 ' . 

In an embodiment of the present invent ipn shown in 
Fig. 4, lOL insertion apparatus 10 is provided with a guide 
assembly 40' which directs the distal tip 34 of the plunger 
19 radially outwardly to reduce or eliminate clearance c-c. 
As illustrated, the guide assembly 40' comprises a 
projecting member 42 which cooperates with the outer 
surface 44 of the plunger 19 to direct the tip 34 toward 
the bottom wall 37 of passage 36. Preferably, the length 
and location of projecting member 42 are selected to allow 
"play" between the distal tip 34 of plunger 19 and the wall 
37. If the rod tip 34 does contact the wall 37, such 
contact should occur just as, or slightly after, the tip 34 
crosses entry port 22, and should be light, so that the tip 
34 initially exerts little or no pressure on the wall 37. 
Guide pin 42 acts essentially as a fulcrum, with the 
portion of the rod 19 between the guide pin 42 and the 
distal tip 34 defining' a lever arm. The length of the 
lever arm increases as the tip 34 travels through the 
loading area 24 of the cartridge 13, thus allowing for 
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variations in the amount of pressure exerted on the wall 
37. 

In the illustrated embodiment, the projecting member 
42 is a guide pin which may be easily retrofit into the 
5 handpiece 21 of an existing insertion apparatus 10. 

However, projecting member 42 may also be formed as a 
protrusion integral with or otherwise secured to an inner 
wall of the handpiece 21. It is also possible to position 
the projection member 42 so some clearance c-c between the 

10 distal tip 34 of the rod 19 and the wall 37 of the passage 
3 6 remains. In this case, the projection member 42 would 
not cause the distal tip 34 of the rod 19 to contact the 
wall 37, but would merely prevent the distal tip 34 from 
rising above a certain level and riding over the lOL. 

15 Figure 5 shows an embodiment of the invention wherein 

the plunger rod 19 is modified to have a tapered proximal 
surface 46. Projecting member 42 cooperates with tapered 
proximal surface 46 to allow the distal tip 34 to return 
upward after contacting the proximal edge of lOL 26. This 

20 reduces the amount of force needed to eject the lOL 2 6 
through the ejection port, and minimizes the possibility 
of the tip 34 scraping or otherwise damaging the wall 37 of 
the passage 36 as the tip 34 advances through the tapered 
transition portion 3 8 of the cartridge 13. The tapered 

25 walls of the transition portion 38 compress the lOL 26 into 
a more tightly folded configuration- as it advances down the 
passage 36. This allows use of a forward tiabe 11 having a 
smaller cross- sectional area than was previously possible, 
thus requiring a smaller incision in the eye, faster 

30 healing time, and less trauma to the lOL recipient. 

In still another embodiment of the invention, shown in 
Fig. 6, an additional guide pin 43 is inserted through the 
bottom wall 47 of the handpiece body 21, at a location 
circumferential ly opposite the first guide pin 42, The 
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second guide pin 43 exerts an upward force on the bottom of 
the injector rod 44, thus opposing the downward force 
exerted by the first guide pin 42 to, maintain the rod 44 in 
a centered position. This eitODodiment may be preferred for 
use with silicon lOLs, where it is desirable to engage a 
fold, rather than an edge, of the lens. The guide pins 42 
and 43 could also be positioned on opposite sides, rather 
than the top and bottom of the handpiece body 21, in 
situations where horizontal centering of the rod 44 is more 
important than vertical centering. Alternatively, 3 or 
more guide pins could be provided at regular, 
circumferentially spaced-apart intervals around the 
handpiece body 21 in situations where both horizontal and 
vertical centering is desired. 

The configuration of the tip 34 shown in Figs. 4 and 
5 is merely exemplary, as the guide assembly 40 disclosed 
in connection with the insertion apparatus 10 of the 
present invention is not- limited to use with plungers 
having any particular type of tip. It can be retrofit into 
injectors having either soft or metal tip plungers. It is 
particularly useful, however, for use with metal tip 
plungers of the type commonly used for acrylic lOLs, since 
the soft, adherent nature of acr^-lic material makes it more 
critical that the plunger tip contact an edge, rather than 

a fold, of the lOL. 

The present lOL insertion apparatus and methods 
effectively and straightforwardly control the advance of an 
injector rod through a tube of the apparatus. This control 
is achieved without undue reliance on the technique and/or 
dexterity of the surgeon and without undue risk of damaging 
the lOL being inserted. Controlling the advance of the 
injector rod through the tube reduces the risk of damage to 
the lOL, the lOL cartridge, or the lOL recipient's eye. 
Furthermore, the apparatus and methods disclosed herein do 
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not require significant redesign of existing plungers. The 
simplest embodiment of the apparatus can in fact be 
manufactured relatively inexpensively by making a single 
modification to a prior art handpiece. 

While this invention has been described with respect 
to various specific examples and embodiments, it is to be 
understood that the invention in not limited thereto and 
that it can variously be practiced within the scope of the 
following claims. 
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WHAT IS CLAIMED IS ; 

1. An apparatus for inserting an intraocular lens 
through ah incision into an eye, comprising: 

a tube defining a hollow passage, the tube having 
an ejection port through which the intraocular lens is 
passed from the hollow passage into an eye; 

an injector rod longitudinally movable within the 
hollow passage, the injector rod having a distal portion 
adapted to contact the intraocular lens within the hollow 
passage to urge the folded intraocular lens distally 
through the hollow passage; and 

a guide assembly positioned relative to the tube 
to maintain the injector rod in a desired, orientation with 
respect to the passage as the injector rod is moved 
longitudinally in the- passage. 

2. The apparatus of claim 1, wherein the guide 
assembly directs the distal tip of the injector rod 
radially outwardly toward a wall of the passage as the 
injector rod is moved longitudinally in the passage. 

3. The apparatus of claim 2, wherein the guide 
assembly is coupled to the tube and cooperates with a 
surface of the rod to move the distal portion of the rod 
toward the wall as the injector rod is moved longitudinally 
in the passage. 

4. The apparatus of claim 3, wherein the guide 
assembly comprises a projection depending from an inner 
surface of the tube, the projection cooperating with a 
surf.ace of the rod to move the distal portion of the rod 
toward the wall as the injector rod is moved longitudinally 
in the passage. 
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5. The apparatus of claim 2, wherein the guide 
assembly further comprises a component for allowing the 
distal portion of the rod to retuzn upward, away from the 
wall of the passage, after contacting the intraocular 

5 lens . 

6. The apparatus of claim 5, wherein: 

the guide assembly comprises a projection depending 
from an inner surface of the tube, the projection 
10 cooperating with a distal surface of the rod to direct the 
distal portion of the rod toward the wall as the injector 
rod is moved longitudinally in the passage; and 

the component comprises a tapered proximal surface of 
the rod, the projection cooperating with the tapered 
15 proximal surface to allow the distal tip to gradually rise 
after contacting the intraocular lens. 

7. The apparatus of claim 2, wherein the guide 
assembly is configured to allow the distal portion of the 

20 rod to exert varying pressure on the wall as the injector 
rod is moved longitudinally in the passage. 

8. The apparatus of claim 1, wherein the guide 
assembly maintains the rod in a centered position within 

25 the passage. 

9. The apparatus of claim 8, wherein the guide 
assembly comprises at least one projection extending 
inwardly from the tube, wherein the at least one projection 

30 cooperates with a surface of the rod to maintain the rod in 
the centered position. 

10. The apparatus of claim 9, wherein the guide 
assembly comprises a plurality of projections extending 
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radially inwardly from circumf erentially spaced-apart 
locations on the tube, wherein the projections cooperate 
with the surface of the rod to maintain the rod in the 
centered position. 

5 

11. An intraocular lens injection system, comprising: 
a handpiece having an injector rod, the injector rod 

having a distal tip; 

an injection cartridge defining a passage, the 
10 cartridge to be received in the handpiece so that the 

injector rod can travel down the passage, the passage 
including 

an entry port for facing a proximal end of the 
handpiece, 

15 a loading area for holding a folded intraocular 

lens, and 

an ejection port through which the intraocular 
lens is ejected into an eye; and 

a guide assembly positioned relative to the tube to 
20 maintain the injector rod in a desired orientation with 
respect to the passage as the injector rod is moved 
longitudinally in the passage. 

12. The intraocular lens injection system of claim 
25 11, wherein the guide assembly directs the distal tip of 

the injector rod radially outwardly toward a wall of the 
passage as the injector rod is moved longitudinally in the 
passage. 

30 

13. The lens injection system of claim 12, wherein 
the guide assembly is coupled to the handpiece and 
cooperates with a surface of the rod to direct the distal 
tip of the rod toward the wall. 
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14. The lens injection system of claim 13; wherein 
the guide assembly comprises a projection depending from an 
inner surface of the handpiece proximally of the cartridge, 
the projection cooperating with a surface of the rod to 

5 move the distal tip of the rod toward the wall. 

15. The lens injection system of claim 11, wherein: 
the passage of the injection cartridge includes a 

tapered portion extending dis tally and inwardly from the 
10 loading area to the ejection port; and 

the guide assembly includes a component for allowing 
the distal tip of the rod to return upward, away from the 
wall of the passage, as the distal tip enters the tapered 
portion of the passage - 

15 

16. The lens injection system of claim 15, wherein: 
the guide assembly comprises a projection depending 

from an inner surface of the handpiece, the projection 

cooperating with a distal surface of the rod to move the 
20 distal tip of the rod toward the wall of the passage; and 
the component comprises a tapered proximal surface of 
the rod, the projection cooperating with the tapered 
proximal surface to allow the distal tip to gradually rise 
as the distal tip travels passes through the tapered 
25 portion of the passage. 

17. The lens injection system of claim 11, wherein 
the guide assembly is configured to allow the distal tip of 
the rod to exert varying pressure on the wall of the 

30 passage. 
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18. The lens injection system of claim 11, wherein 
the guide assembly maintains the rod in a centered position 
within the passage. 

19. The apparatus of claim 18, wherein the guide 
assembly comprises at least one projection extending 
inwardly from the tube, wherein the, at least one projection 
cooperates with a surface of the rod to maintain the rod in 
the centered position. 

20- The apparatus of claim 19, wherein the guide 
assembly comprises a plurality of projections extending 
radially inwardly from circumf erentially spaced-apart 
locations on the tube, wherein the projections cooperate 
with the surface of the rod to maintain the rod in the 
centered position. 

21. A method of preparing an intraocular lens for 
insertion into an eye, comprising the steps of: 

placing an intraocular lens in an insertion apparatus 
having a tube defining a hollow passage including an 
ejection opening and an injector rod longitudinally movable 
within the passage, the injector rod having a distal tip; 

advancing the injector rod distally and radially 
outwardly toward a wall of the hollow passage to allow the 
distal tip of the injector rod to contact a proximal edge 
of the intraocular lens; and 

continuing to advance the injector rod distally to 
urge the intraocular lens toward the ejection opening of 
the apparatus. 

22. The method of claim 21, wherein the step of 
advancing the injector rod distally and radially comprises 
a substep of limiting the amount of the radial movement to 
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minimize any pressure exerted on the wall by the distal tip 
of the rod. 

23. The method of claim 21, wherein the step of 
5 continuing to advance the injector rod comprises a substep 
of moving the distal tip of the injector rod radially 
inwardly after contacting the proximal edge of the 
intraocular lens. 

10 24. The method of claim 21, wherein the insertion 

apparatus includes a projection depending from an inner 
surface of the tube, and the step of advancing the injector 
rod includes a step of guiding the injector rod along the 
projection, wherein projection cooperates with a surface of 

15 the rod to direct the rod toward the wall. 

25. The method of claim 23, wherein: 

the insertion apparatus includes a projection 
depending from an inner surface of the tube; 

20 the injector rod has a tapered proximal surface; 

the step of advancing the injector rod includes 
guiding the injector rod along the projection, wherein the 
projection cooperates with a distal sux-face of the rod to 
direct the rod toward the wall; and 

25 the substep of moving the distal tip of the injector 

rod radially inwardly includes continuing to guide the 
injector rod along the projection, wherein the projection 
cooperates with the tapered proximal surface of the 
injector rod to allow the distal tip of the injector rod to 

30 return upward, away from the wall, after the distal tip 
contacts the proximal edge of the intraocular lens. 

26. The method of claim 21, wherein the step of 
advancing the injector rod includes the substeps of: 
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advancing the injector rod to allow the distal tip of 
the rod to contact and exert minimal initial pressure with 
the wall of the passage; and 

manipulating the rod to vary the pressure exerted by 
5 the rod on the wall as the distal tip continues through the 
passage. 



BNSOOCIO: <WO 03077805A1J_> 



wo 03/077805 



PCT/US03/07712 




SUBSTITUTE SHEET (RULE 26) 

.03077805A1_L> 



wo 03/077805 



PCT/US03/07712 




SUBSTITUTE SHEET (RULE 26) 

03077805A1_I_> 



INTERN/^TIONAL SEARCH REPORT 



Intemati Application No 

PCT/Ub 03/07712 



■?rr""^ff?A'i^"'"m?9/00 A61F9/007 



AocoKlIng to InlemaUonal Patent qassltlcaaon (IPC) or to bolh national dasdflcallon and IPC 



B. FIELDS SEARCHED 



Minimum documentaUon searched (dassiflcaiion system followed by dassllieallon symbols) 

PC 7 A61F 



DoGumenlation searched ottierthan minimum documenlatlon to the extent that such documents ate Included In the fields searched 



Electronic data base consuHed during the International search (name ot data 

PO-Internal 



baseand, where practical, search tetmsiisscQ 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category' 



CItalion of document, with indicallon, where appropriate, of the lelevanl passages 



Relevant to daim No. 



WO 99 62436 A (ALCON LAB INC) 

9 December 1999 (1999-12-09) 

cited in the application 

page 3, line 20 -page 4, line 13; figures 

4,4A,4B,4C 



US 5 944 725 A (CICENAS CHRIS ET AL) 
31 August 1999 (1999-08-31) 
column 3, line 19 -column 3, line 56; 
claims 1,2 
claim 3; figure 7 



US 6 334 862 Bl (COLLINSON MICHAEL 
1 January 2002 (2002-01-01) 
claims 1,2; figure 1 



ET AL) 



1-3,8, 
21-23 

4,24 

7 

1.8 



4,24 

4.7,9, 

21,23 

1.8,11, 

18 
21 



-/- 



pY] Further documents are listed In the continuation of box C. 


|y I Patent family members are listed in annex. 


» Special categories of died documents : .p document published after the International Wing dale 

or priority date and not in conflict with the application but 
* A' document defining the general stale of the art which is not cited to understand the prindpie or theory underlying the 

considered to be of particular relevance Invention 
■E' earner document but published on or after the International -x* document of particular relevance; the claimed Invention 

fiiina date cannot be considered novel or cannot be considered to 
•L- documentwhlchmaythmwdoubtsonpriorily clalm(s)or involve an inventive step when the document te tatenalone 

which is cited to establish the publication date of another -y' document of particular relevance; the claimed invention 

citation or other special reason (as specified) cannot be considered to involve an Inventive step when the 

■°' *«-««^«»-<'«'«*^^^ SST^lSSSsa^'T.Tp^n^ 

other means 1^ ^ 

Wa!.CSW^°c££Sr'^'^ doc^ent memberofmesamepatentfan^r 


Date of the actual completion of the tntemational search 


Date of nnaiiing of the International search report 


1 August 2003 


18/08/2003 


Nanne and mailing address of the ISA 

European Patent Office, P.B. 5818 Palentiaan 2 
NL-2280HVRiJswi|k 
Tel. (+31-70) 340-2040, Tx. 31 651 epo nl, 
Fax: (+31-70) 340-3016 


AuthorlzBd officer 

Merte, B 


Foim PCT/I8A/210 (second sheet) (July 1992) 


page 1 of 2 



BNSDOCID; <WO_ 



INTERNATIONAL SEARCH REPORT 



Intemati Application No 

PCT/US 03/07712 



C.(ConUnuatlon) DOCUMENTS CONSIDERED TO BE RELEVANT 



Calegoiy* Cttallon erf document, wilhlndicaOon,wlief8 appropriate, of the lelevani passages 



RetevanttodalmNo. 



DE 199 04 220 A (BINDER HELMUT) 
24 August 2000 (2000-08-24) 
coluinn 1, line 3 -column 1, line 19; 
figures 3,5 

WO 97 13476 A (ALLERGAN INC) 
17 April 1997 (1997-04-17) 

claim 1; figure 1 

figures 3,4 



1.8,11, 

18 

21 



1,8 

7,21-23 



Fonn PCT/ISA/210 <ecntlniiation ol saond sheet) (July 1992) 
BNSOOCIO: <WO ^03077805A1J_> 



page 2 of 2 



International Applicallon No. PCTXJS 03 /)7712 



FURTHER INFORMATION CONTINUED FROM PCT/ISA/ 210 



Continuation of Box 1.2 
Claims Nos.: 11-20 

In view of the presence of two independent device claims and also the 
wording of said claims, which render it difficult, if not impossible, to 
determine the matter for which protection is sought, the present 
application fails to comply with the clarity and conciseness requirements 
of Article 6 PCT (see also Rule 6.1(a) POT) to such an extent that a 
meaningful search is impossible. , . . 

Furthermore, the subject-matter of the second device claim, claim 11, is 
not defined, because it refers to "the" tube, no tube being introduced. 
Consequently, the search has been carried out for those parts of the 
application which do appear to be clear (and concise), namely claims 1-10 
and 21-26. 

The applicant's attention is drawn to the fact that claims, or parts of 
claims relating to inventions in respect of which no international 
search report has been established need not be the subject of an 
international preliminary examination (Rule 66.1(e) PCT). The applicant 
is advised that the EPO policy when acting as an International 
Preliminary Examining Authority is normally not to carry out a 
preliminary examination on matter which has not been searched. This is 
the case irrespective of whether or not the claims are amended following 
receipt of the search report or during any Chapter II procedure. 



BNSDOCIO: <WO__03077eOSA1J.> 



INTERNATIONAL SEARCH REPORT 



Inter jnal application No. 

PCT/US 03/07712 



Box I Observations where certain claims were found unsearchable (Continuation of item 1 of first sheet) 
This International Search Report has not been established in respect of certain claims under Article 17(2)(a) tor the following reasons: 
1. Claims Nos.: 

— because they relate to subject matter not required to be searched by this Authority, namely: 



Pn Claims Nos.: 11-20 

because they relate to parts of the International Application that do not comply with the prescribed requirements to such 
an extent that no meaningful Internationa! Search can be carried out, specifically: 

. see FURTHER INFORMATION sheet PCT/ISA/210. 



3. Claims Nos.: 

— because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 

Box H Observations where unity of invention Is iaddng (Continuation of Hem 2 of first sfieeQ 

This International Searching Authority found multiple inventions in this international application, as follows: 



1 . I I As ail required additional search fees were timely paid by the applicant, this Intemational Search Report covers aQ 

searchable claims. 

2. Fj As all searchable claims could be searched without effort justifying an additional fee, this Authority did not Invite payment 

of any additional fee. 



3. I I As only some of the required adcfitiona! search fees were timely paid by the applicant, this International Search Report 
I — > covers only those claims for which fees were paid, specifically claims Nos.: 



I I No required additional search fees were timely paid by the applicant. Consequently, this Intemational Search Report Is 
restricted to the Invention first mentioned In the claims; It Is covered by claims Nos.: 



Remark on Protest The additional search fees were accompanied by the applicant's protest. 

j I No protest accompanied the payment of additional search fees. 



Form PCT/iSA/210 (continuation of first sheet (1)) (July 1998) 

>: <WO 03077805A1_L> 



INTERNATIONAL SEARCH REPORT 

t itton on patent family members 



Interna |Appllcatlon No 

PCT/US 03/07712 



Patent document 




Publication 




Patent family 


Publication 




cited In search report 




date 




nianib6r(8) 


date 






A 


09-12-1999 


US 


6010510 A 


04-01-2000 






AT 


211375 T 


15-01-2002 








AU 


730447 B2 


08-03-2001 








AU 


3753199 A 


20-12-1999 








DE 


69900737 Dl 


28-02-2002 








DE 


69900737 T2 










EP 


0980230 Al 


23-02-2000 








JP 


2002516709 T 


11-06-2002 








WO 


9962436 Al 


09-12-1999 






A 


31-08-1999 


AU 


737755 B2 


30-08-2001 






AU 


4499197 A 


17-04-1998 








BR 


9713477 A 


11-04-2000 








CA 


2266396 C 


01-04-2003 








CN 


1234732 A 


10-11-1999 








EP 


0971634 Al 


in Al oArtn 

ly-oi-tuuu 








JP 


2001502563 T 


27-02-2001 








WO 


9812969 Al 


02-04-1998 








US 


6491697 Bl 


10-12-2002 




us 6334862 


Bl 


01-01-2002 


us 


6056758 A 


02-05-2000 






us 


5776138 A 


07-07-1998 








EP 


0877585 A2 


18-11-1998 








JP 


2000513955 T 


24-10-2000 








WO 


9726841 A2 


31-07-1997 






A 


24-08-2000 


DE 


19904220 Al 


24-08-2000 






AT 


243008 T 


15-07-2003 








AU 


2793900 A 


25-08-2000 








CA 


2360915 Al 


10-08-2000 








WO 


0045746 Al 


10-08-2000 








DE 


50002585 Dl 


24-07-2003 








EP 


1152714 Al 


14-11-2001 




Un Q71 '^A7f\ 

wu y/i*5**/o 


A 


17-04-1997 


US 


5643276 A 


01-07-1997 






DE 


69621658 Dl 


11-07-2002 










D^D^lODo i L 










EP 


0957828 Al 


24-11-1999 








JP 


11513576 T 


24-11-1999 








UO 


9713476 Al 


17-04-1997 





Foim PCT/ISAeiO (patent family annex) (July 1992) 
BNSDOCiD: <WO ^03077805A1_L> 



